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SUBJECT: NEW PHARMACEUTICAL REGULATIONS 
REFERENCE: QUITO 6672 

1. BOTH FDA AND PHARMACEUTICAL MANUFACTURERS ASSOCIATION 
(PM A) WELCOME OPPORTUNITY TO BE OF ASSISTANCE TO GOE. IT 
WOULD BE MOST HELPFUL IF EMBASSY WOULD CABLE SUMMARY OF 
PROPOSED REGULATIONS PARTICULARLY CLARIFYING WHETHER THEY 
PERTAIN PRIMARILY TO QUALITY CONTROL AND INSPECTION OR FALL 
INTO THE AREA OF TRANSFER OF TECHNOLOGY AND THE CONTRACTUAL 
RELATIONSHIPS RELATED THERETO. 

2. EMBASSY ALSO REQUESTED TO AIR POUCH A COPY OF THE 
REGULATIONS, IN ENGLISH, IF AVAILABLE, TO THE DEPARTMENT 
ATTENTION EB/CBA/BP. 

3. DUE TO HEAVY SCHEDULE INCLUDING VISIT OF LARGE DELEGA- 
TION FROM JAPAN LATER THIS MONTH, FDA WOULD PREFER VISIT OF 
GOE OFFICIALS COMMENCE NOVEMBER 4 THEREBY ASSURING AVAILA- 
BILITY OF ALL FDA OFFICIALS THEY ARE LIKELY TO WANT TO SEE. 
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HOWEVER, IF NECESSARY TO SCHEDULE VISIT EARLIER, IT IS 
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SUGGESTED THAT VISIT COMMENCE ON OCTOBER 29 WITH MEETINGS 
WITH PMA AND A VISIT TO PRODUCTION FACILITIES ON THE 30TH. 

MEETINGS, AS APPROPRIATE, COULD BE HELD WITH FDA OFFICIALS 
REMAINDER OF WEEK AS WELL AS THE FOLLOWING WEEK, AS 

NECESSARY. IT SHOULD BE NOTED THAT OCTOBER 28 IS A 
HOLIDAY. 

4. FDA CHECKING INTO AVAILABILITY OF FILMS AS REQUESTED 
FINAL PARAGRAPH REFTEL. INGERSOLL 
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